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Office Action Summary 



Application No. 
09/582,340 



Applicant(s) 



Raposo et al. 



Examiner 



G.R. Ewoldt 



Art Unit 

1644 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. ~ ' 

' m«e^ ^ ^ Pr ° ViSi0nS ° f " CFR 1136 «" ~ ~* >™< ™* • ^ time V ffcd after S.X ,6, MONTHS from the 

- If NO pelod Z It ZT^T " T ^ tHirtV (30) daVS ' 3 ^ ^ m — ° f thirt V OO) days will be considered time* 
it nu period tor reply is specified above, the maximum statutory period will applv and will exDira SIX ffil mmuTHc * JL -,- . 

- Fa»u, to rep* ^ the setor extended per^d for repf, wj^atute, «KlZ!S B m^ c_,atio„. 

■ zx^^z&^xt ^ the mai,infl data 01 thb — ■ - ■ ^ - « 

Status 

1 ) K Responsive to communication(s) filed on 3/21/02 and 7/31/02 




2am This action is FINAL. 2 b)D This action is non-final. 

3) D HnZ'-n appli " tion is in u c u ondition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle , 1935 CD. 11;4530 G 213 
Disposition of Claims 

4) 53 Claim(s) 1-15 and 1 7-29 

is/are pending in the application. 



4a) Of the above, claim (s) 2, 3, 6, 8-15, 17-1 B f and 22-29 
5)D Claim(s) 



6) 53 Claim (s) 1, 4 t 5, 7, 20, and 21 

7) D Claim (s) 

8) D Claims 



is/are withdrawn from consideration. 
is/are allowed. 



is/are rejected. 

is/are objected to. 



Application Papers 

9)D The specification is objected to by the Examiner. 
10)D The drawing(s) filed on 



. are subject to restriction and/or election requirement. 



. is/are a) □ accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a) 

1 1) U The proposed drawing correction filed on je. al n fln nr«*„>H ™n a- , l_ l 

,s - a ' u approved b)U disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) K Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 
a)K All b)D Some* c)D None of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No 



3. R copies -.as-™ in th „ Nationa( stage 

See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a) □ The translation of the foreign language provisional application has been received 

15) U Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

Notice of References Cited (PT0-892) ,1 | — | 

4) LJ Interview Summary (PT0-413) Paper No{s) 

2. LJ Notice of Drafter*,,,, Patent Drawing Rev»w (PTO-948, 5, □ Not^ of informa, Patent Appfication (PTO-, 52, 

3) U Informal DisCosure Statement,*) (PTO-) 449) Paper No(s). 8| ^ o,^ not ; ce fQ 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 15 



Ap^ation Ho.: tfj$&&tt> 



2f?r. C AT° C0MPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

Applicant must file the items indicated below within the time period set the Office action to which 
the Notice is attached to avoid abandonment under 35 U.S.C. § 1 33 (extensions of time may be 
obtained under the provisions of 37 CFR 1.136(a)). 

The nucleotide and/or amino acid sequence disclosure contained in this application does not 
comply with the requirements for such a disclosure as set forth in 37 C.F R 1 821 - 1 825 for the 
following reason(s): M mo 

[~| 1. This application clearly fails to comply with the requirements of 37 C.F.R. 1.821-1 825 Applicant's 
!SS15?? IS directed to the final rulemaking notice published at 55 FR 1 8230 (May 1 1 990) and 1114 
OG 29 (May 15 1990). If the effective filing date is on or after July 1, 1998, see'he final ulemak ng 
notice published at 63 FR 29620 (June 1, 1998) and 1211 OG 82 (June 23, 1998) ruiemaKin 9 

[1 2 - ™ s a PP' icat 'on does not contain, as a separate part of the disclosure on paper copy a "Sequence 
L-I Listing" as required by 37 C.F.R. 1.821(c). oequence 

D 3 ' 37 C C P F R 1 h 82l (eT 6 " 06 UStin9 COmputer readable form has not been submitted as required by 

D 4 ' ^ C ? Py t °V!T " Sequence Listin 9" in computer readable form has been submitted. However the 
content of the computer readable form does not comply with the requirements of 37 C F R 1 822 
and/or 1.823, as indicated on the attached copy of the marked -up "Raw Sequence Listing." ' 

D 5 " ln%^ mPUt Z 'If dab ' e I 0rm that has been filed with tnis application has been found to be damaged 
and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substitute 
computer readable form must be submitted as required by 37 C.F.R. 1.825(d). 

□ 6 ' W ° f " the " Sec > ue J nce Listin 9" ^ not the same as the computer readable from of the 

' Sequence Listing" as required by 37 C.F.R. 1.821(e). 



g 7. Other: it ^C^ST S^EgflS. 



Applicant Must Provide: 

g An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 

S £T£!3&&" C ° Py ° f ^ " SeqU6nCe LiStin9 " 38 We " 38 an amendment di -ting its entry 

S 121!"' th , at i he COntent of the paper and com P uter read able copies are the same and where 
1 825(b b o; i 82 U 5(d) n0 matt6r ' 35 reqUired by 37 C - RR - 1 - 821{6) ° f l821 ( f ) °r 1.821(g) or 

For questions regarding compliance to these requirements, please contact: 
For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-4212 
Patentln Software Program Support 

Technical Assistance 703-287-0200 

To Purchase Patentln Software '".'"...'703-306-2600 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR REPLY 



Serial No. 09/582,340 
Art Unit 1644 



DETAILED ACTION 



1 Newly submitted Claims 22-29 are directed to inventions that 

fnt JhfT?? ° r dlstinct from the invention originally claimed 
tor the following reasons: the invention under examination 
comprises a method of stimulating an immune response comprising 
f^ S f;? to . a mammal a lactadherin. Newly submitted claims 
22 and 24-26 recite a method comprising administering a fusion 
protein comprising a lactadherin fused to an additional antigen 
Jnd Vlr ^ ° r bacterial P^tein. Newly submitted claims 22 
and 27-29 recite a method comprising administering a nucleic acid 

three^th ^ne therapy. The above mended 

three methods are patentably distinct 

.Since Applicant has received an action on the merits for the 
originally presented invention, this invention has been 
constructively elected by original presentation for prosecution 
nnno 5 m ^ accordingly, Claims 22-29 are withdrawn from 

^ n ^ff^° n as b ^ n 9 directed to non-elected inventions. See 
37 CFR 1.142(b) and MPEP § 821.03. 

2. Claims 1, 4, 5, 7, 20, and 21 are drawn to the elected 
invention and are being acted upon. 

3. This application contains sequence disclosures that are 
encompassed by the definitions for nucleotide and/or amino acid 
sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However 

^p S i a ??^ tlOI \, failS t0 COmply with the requirements of 37 
CFR 1 821 through 1.825 for the reason(s) set forth on the 
attached Notice To Comply with Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid 
Sequence Disclosures. Specifically, the specification continues 
to disclose SEQ ID NO:l as comprising amino acids (see for 
example page 1 paragraph 3) . Applicant's assertion in Paper No 
13, filed 7/31/02 that «SEQ ID NO. 1 AND SEQ ID NO. 3 comprise 
nucleotide sequences and amino acid sequences" is simply in 

tnl^h^f <212> ° f thS Se <3 uence Listings which indicates 

that the sequences consist of DNA. Note that while a Sequence 
Listing may disclose the amino acid translation of a nuclide 
sequence under the DNA sequence, a SEQ ID NO: itself consists of 
either DNA or protein. Additionally, the amended SeqSeSce 

"Marine ^No^th^ ^ 10 ^ 3 4 C ° mpriSe ?he S P ecies 

species" N ° te ' that marin es are not recognized as a unique 
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i'/n/ln ° f A PP licant ' s amendment and response, filed 

l^ave beeVSthdra^.^ ™ aph ° f 35 ™^ 

of 3 5 Ts f 2 11 ??2 n ?h^ J ^fion of the appropriate paragraphs 

Z 10 l that form the basis f °r the rejections under 
this section made in this Office action- 

A person shall be entitled to a patent unless -- 

thL'or ffo^ir ? atented ° r Ascribed in a printed publication in 

synViT^ 

JejecSd^r t^l^^X^^ d ™ 
Patent No 5,505,955 (of record), for the reasons of record a S 
set forth in Paper No. 10, mailed 11/21/01. record as 

Applicant's arguments, filed 3/21/02, have been fullv 

"spI^S 955 ^? 0t Applicant argue^that 

"f^ 50 ^ 955 essentially relat es to non- immunologic methods of 

of a iiolno arr ? ea \ ^ P r °P° sed ™ethod is based on the property 
rotavJr^S ?J ferial or complex to bind specif icallyto Y 
rotaviruses, thereby inhibiting rotavirus infection.. This is in 

sttmu^aMo^of h Claimed invention < -hich relates to the 
stimulation of an immune response against antigens not to th£ 
inhibition of virus infection." Applicant is a^seS tha? the 
irrelevant by j£ ichthe method of the prior art function are 
rnZlt f Th e Prior art teaches the administration of the same 
composition as that recited in the instant claims (lactadherinT 

inapposite.... The actual method n,!.: at i 8 ^e in Belt lire onlv 

?tiT?i£: c ?r a tT court f ou s d that " an p ro «- nStiwonr^ 

Lt-xiej cxaim L J are expressly disclosed " an^ m^i- <-u ■ . 
element was disclosed trough inherency . » " It "LaiS tne miSSln9 
Examiner's position that this finding Is approve in the 
instant case, all limitations (administration steps? a?e 
a'rrin^enfp^rttes: 3 ^ 'oi'mechanism, 
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7. Claims 1, 4-5, 7, and newly added Claims 20-21 stand 
JSs/ itllTTof 35 U -h;% 102 (b> aS bein ^ -ticipatei by * 

1^ £^-^11/2%^ reasons of record as fo - h in 

considSd^'fhf 9111 " 611 ^' fUed 3 ^ 02 ' have been fully 
«wS 95/15?7? r^^L arS n <* . Persuasive . Applicant argues that 
5 50s ill > r * lates essentially to the same disclosure as USP 
5,505,955," and presents arguments essentially the same Is thl 
arguments regarding the rejection under the '955 patent See th. 
Examiner's response regrading the inherent properties of thf 
method in paragraph 6 above. properties of the 

IpplicanVfSent 6 f ° r — sitated *>V 

u:s.C Th ll2° ll0Win9 " 3 < 3 uotation ° f first paragraph of 35 

The specification shall contain a written deacriotion „f ,y,. 

uy e in'^ch a t "u f SLr™'" and Pr °"" ° £ ^"".°d°L^ 

of cXng out"" Sent^T* """^""O "y "» inventor 
^de^sTs^ Viu ^ ™ lY a<Wed Claims 2 °" 21 «« rejected 

St^ a r ft ^ 

tte re?evant C a?t U that°t, S *—<»•«**• <=°™ey to onHkmea in 
Uactaaherifori]^!^^ ° f ^ <* 3 

z^^t^-^z -4=^ to ^ 
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final rejection must include cancellation of nonelected claims or 
other appropriate action (37 CFR 1.144) See MPEP § 821.01. 

12. No claim is allowed. 

13. Applicant's amendment necessitated the new ground (s) of 
rejection presented in this Office action. Accordingly THIS 
ACTION IS MADE FINAL. See MPEP § 706.07(a) . Applicant 'is 
rtTTnt^^ extension of time policy as set forth in 37 

UrK 1.13 6(a). 

_ * shortened statutory period for reply to this final action 
is set to expire THREE MONTHS from the mailing date of this 
action m the event a first reply is filed within TWO MONTHS of 
the mailing date of this final action and the advisory action is 
not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will expire 
on the date the advisory action is mailed, and any extension fee 

date"?? \ll 11 1 ' 136 - (a) WU1 bS «*cul«ted from the making 

date of the advisory action. In no event, however, will the 

date U o?7h?f i° d f° r f Gply GXpire later than SIX MONTHS from the 
date of this final action. 

14. Any inquiry concerning this communication or earlier 
S,°^ 1C ? ti0nS f r ° m the examiner should be directed to Dr. Gerald 
can telephone number is (703) 308-9805. The examiner 

can normally be reached Monday through Thursday from 7:30 am to 

service' Tf m T, a9 \ ma l bS l6ft ° n thS examiner's voice mail 
service. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Christina Chan cJn be 
SnaTo^r J 0 ?" 3973 ' -quiry'of a genera^natSre or 

fSl J ? ? StatUS ° f tMs a PP lic ation should be directed to 
(?03) e 3 C S8-J?f6. Center 1600 reCe P tionist ^se telephone nutr ia 

r^J, aPerS n re l ated t0 this plication may be submitted to 
Technology Center 1600 by facsimile transmission. Papers should 

(703^05 lolV 97 CSnter 1600 PT ° FaX C ^ te " £ 



G.R. Ewoldt, Ph.D. 
Patent Examiner 
Technology Center 1600 
September 25, 2002 




Patrick J. Nolan, Ph.D. 
Primary Examiner 
Technology Center 1600 



